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What we claim is: 

1. A transgenic noE(-human mammal containing 
an exogenous DNA sequence /stably integrated in its 



genome , 



wherein said /exogenous DNA sequence 



comprises substantially -tthe 5' 4.2 kb Sau3A - Kpnl 
promoter of the mouse wney acidic protein gene, or 
a variant thereof, operably linked to a DNA sequence 
encoding a polypeptide having protein C activity and 
a signal peptide, whenein said whey acidic protein 
promoter is specificalAy active in mammary cells and 
said signal peptide is effective in directing the 
secretion of said polypeptide into the milk of said 
transgenic mammal. 

2. The transgenic non-human mammal of claim 
1, wherein said DNAf sequence encoding a polypeptide 
having human protein C activity comprises portions 
of the non-coding/ regions of the human protein C 
gene. 



3 . The transgenic non-human mammal of claim 
1, wherein said DNA sequence encoding a polypeptide 
having human / protein C activity comprises 
substantially t/he human protein C gene from 21 
basepairs upstneam of the protein C start codon to 
the Nhel site in the 3' end of the protein C gene, 
or a variant ■tihereof. 

4 . The transgenic/ non-human mammal of claim 
< X-r~ wherein said exogenous DNA sequence comprises a 
DNA sequence consisting essentially of the 5' 4.2 kb 
Sau3A - Kpnl promoter fragment of the mouse whey 
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acidic protein promoter ligated directly or by a 
linker to a fragment of the human protein C gene 
beginning 21 basepairs upstream of the protein C 
start codon and /ending at the Nhel site in the 3 1 
end of the protfein C gene. 



5 . The transgea^id non-human mammal of claim 

^ wherein said mammaDt Lpf mouse, pig, goat, or 

sheep . r"^ 




6. A process for tpe production of protein 
C, comprising the steps of/ 

(A) providing a non-human transgenic mammal 
characterized by an exogenous DNA sequence stably 
integrated in its genome/ wherein said exogenous DNA 
sequence comprises sub^antially the 5' 4.2 kb Sau3A 
- Kpnl promoter of tae mouse whey acidic protein 
gene, or a variant thonreof , operably linked to a DNA 
sequence encoding a / polypeptide having protein C 
activity and a signal peptide, said promoter being 
specifically active/in mammary cells and said signal 
peptide being effective in directing the secretion 
of said polypeptide into the milk of said transgenic 
mammal ; 

producing milk from said transgenic 



mammal; 



milk. 



(B) 

(C) 
(D) 



collecting said milk; and 
iscyiating said polypeptide from said 



7. TJhe process of claim 6, wherein said DNA 
sequence encoding a polypeptide having human protein 
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C activity comprises portions of the non-coding 
regions of the human protein C gene. 

8. The process of claim 6, wherein said DNA 
sequence encoding a polypeptide having human protein 
C activity comprises the human protein C gene from 
21 basepairs upstream of the protein C start codon 
to the Nh&J. site in the 3 ' end of the protein C 
gene . 



The — process — ef — claim — Gr; — wherein said. 

exogenous DNA comprises a DNA sequenceporrgisting 
essentially of the 5' 4.2 kb Sau^lx^Kpnl promoter 
fragment of the mouse whey^cidic protein promoter 
ligated directly orjavci linker to a fragment of the 
human protein^G^gene beginning 21 basepairs upstream 
of thejarorein C start codon and ending at the NheZ 




nic non-human mammal of claim 
ig/mouse, pig, goat or sheep. 



10. The trans 
9, wherein said mammf 

11. A process for 
animals, comprising the sxeps of (A) providing a 
mixture containing a douWle-stranded DNA; 
(B) subjecting said mixture to anion-exchange high 
performance liquid chromatography to obtain purified 
double-stranded DNA; and thereafter (C) 
microinjecting an aqueous buffer solution containing 

i-stranded DNA into an animal 
i double-stranded DNA is selected 
nsisting of a double-stranded DNA 
antially the 5' 4 . 2 kb Sau3A - Kpnl 

A- 



said purified dou 
embryo, wherein sa i 
from the group c 
comprising subs 




promoter fragment of/ the mouse whey acidic protein 
promoter, a doutole-stranded DNA comprising 
substantially a fragment of the human protein C gene 
beginning 21 basep/airs upstream of the protein C 
start codon and emding at the NheX site in the 3 ' 
end of the protein/ C gene, and a double-stranded DNA 

equence consisting essentially of 
A - Kpnl promoter fragment of the 
protein promoter ligated directly 
a fragment of the human protein C 
basepairs upstream of the protein 
ending at the Nhel site in the 3 ' 
i C gene . 
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comprising a DNA 
the 5' 4.2 kb 
mouse whey acidi 
or by a linker t 
gene beginning 2 
C start codon a 
end of the prot 



12- — -A /process for the production of a 
polypeptide inf the milk of a transgenic non-human 
mammal, comprising the steps of: 

(A) providing a non-human transgenic mammal 
characterized/ by an exogenous DNA sequence stably 
integrated in its genome, wherein said exogenous DNA 
sequence comprises substantially the 5' 4.2 kb Sau3A 
- Kpnl prompter of the mouse whey acidic protein 
gene, or a Variant thereof, operably linked to a DNA 
sequence encoding said polypeptide and a signal 
peptide, sqid promoter being specifically active in 
mammary cells and said signal peptide being 
effective / in directing the secretion of said 
polypeptide into the milk of said transgenic mammal; 

(Bj producing milk from said transgenic 

mammal ; 

(d) collecting said milk; and 

isolating said polypeptide from said 

milk. 
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13 . The proces 
transgenic non-human 
sheep. 



of claim ^12j_wherein said 
immal is mouse, pig, goat: or 



14. A transgenic noil-human mammal containing 
an exogerfous DNA sequence /stably integrated in its 



genome , 



wherein said 



exogenous DNA sequence 
comprises substantially A:he 5' 4.2 kb Sau3A - Kpnl 
promoter fragment of the mouse whey acidic protein 
promoter, or a variant /thereof operably linked to a 
DNA encoding a polypeptide whereby said protein is 
expressed specificamy in mammary cells of said 
transgenic mammal' 1 , And said protein comprises a 
signal peptide, said peptide being effective in 
directing the secnretion of said protein into the 
milk of said mammal. 



15 . The trans, 
wherein said 
sheep. 




c non-human mammal of claim 
mouse, pig> goat or 
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